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REMARKS 

Status of the Claims 

Claims 18-44 were pending in this application upon receipt of the Office Action. 
Applicant has amended claims 18, 20, 25-28, 30, 35-37, 42 and 44. Applicant has 
canceled claims 22, 23, 32, 33, 41 and 43. Applicant has added new claims 45-64. 
Support for the amendments to these claims can be found in the specification in general 
and specifically in paragraphs 0009-0016 of the published application, US 
2001/0024803 A1. 

Objections to the Specification 

The Examiner objected to the arrangement of the specification for lacking 
specific section headings. Applicant acknowledges that 37 C.F.R. § 1 .77 details the 
preferred arrangement of an application. The language of that section, however, does 
not require those headings. 

Applicant reiterates that the instant application is based on Application No. 100 
13 337.0, which was originally structured for filing in the German patent office without 
headings. Applicant demurs from adding section headings because characterization of 
certain parts of the specification as "Field of the Invention" or "Background of the 
Invention" can lead to inadvertent admissions against interest when an application was 
not originally structured to accommodate them. 

For example, an application originally structured without headings may 
interweave discussions of the prior art with comparisons to the claimed invention, upon 
which the inventors seek to rely for support. If such a segment of the specification were 
to be labeled "Background of the Invention" or "Description of the Related Art," an 
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applicant might be prevented from relying on it in support of the claims. More 
importantly, these headings are merely preferred, and are not required by statute. 
Therefore, to avoid possible error, Applicant respectfully requests that this objection be 
withdrawn. 

Applicant has amended the specification to insert the description of the figures at 
page 4 at line 21 and has deleted the previous description of the figures at page 1 3. 
Accordingly, Applicant requests that Examiner's objection to the location of the 
description of the figures be withdrawn. 

Rejection of Claims 18-44 under 35 U.S.C. § 112, second paragraph 

The Office rejects claims 18-44 as being indefinite for failing to particularly point 
out and distinctly claim the subject matter of the invention. Applicant has amended the 
claims, by making explicit what was implicit in the claims, as follows. 

Claims 18 and 28 have been amended to recite the measurement of 
macroaggregates of blood platelets and to clarify that the sample being measured 
contains blood platelets. Claims 18 and 28 have also been amended to substitute the 
word "activator" for "reaction mixture ingredients" and to make clear that the activators 
induce platelet aggregation. 

Claims 20 and 30 have been amended to correct the lack of antecedent basis. 

Claim 28 has been amended to clarify how the method compares the first 
aggregation measurement to the second aggregation measurement. 

Claim 43 has been canceled. 
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Claim 44 has been amended to clarify that the mixing in the second reaction 
phase is adjusted to a lower intensity than the reaction in the first reaction phase. 

It is believed that these changes overcome the indefiniteness rejection of claims 

18-44. 

Rejection of claims 18-21, 24-31, 34-37, and 40-41 under 35 U.S.C. § 102(b): 
Longmire 

Examiner rejects claims 18-21, 24-31, 34-37, and 40-41 as anticipated by 
Longmire et al ("Longmire"; Long-range Interactions in Mammalian Platelet Aggregation, 
Biophys. J., 58:299-307 (1995)). Applicant traverses this rejection and provides the 
following remarks. 

Applicant first notes that a prima facie case of anticipation is established only if 
the reference expressly or inherently teaches every element or limitation of the claim. 
M.P.E.P. § 2131. All of the claims in this application relate to a method for measuring 
macroaggregatiori of blood platelets after (1) mixing the reaction mixture in a first phase 
for a time sufficient to induce formation of macroaggregates and (2) mixing the reaction 
less vigorously or not at all in a second reaction phase. Longmire measures only 
microaggregation, rather than macroaggregation, in an unstirred phase after an initial 
stirring phase of 0.5 seconds. See Longmire at pages 301 , right column, first full 
paragraph ("time courses for platelet recruitment into microaggregates ... of human 
and rabbit PRP stirred with 10 urn ADP for 0.5 s, and then left unstirred for Brownian- 
diffusion-dependent aggregation are shown in Fig. 1 .") and 306, left column, first full 
paragraph ("[l]ri fact, the largest aggregates in the nonstirred studies are triplets."). 
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Such micro-aggregates are not measurable by optical or electromagnetic means. See 
paragraph 0009 of the published specification and page 88 of Chapter Four, Platelet 
Aggregation in Platelets and Their Factors, attached as Appendix A. Although 
Longmire mentions macroaggregation, it is not mentioned in the context of a method for 
measuring macroaggregation without the requirement of continuous stirring. See 
Longmire at pages 301, left column, third full paragraph and 304, left column, first full 
paragraph. Accordingly, Longmire does not anticipate the present invention, as 
macroaggregation of blood platelets is not measured after mixing the reaction mixture in 
a first phase for a time sufficient to induce formation of macroaggregates and mixing the 
reaction less vigorously or not at all in a second reaction phase. 

Since the reference does not expressly or inherently teach every element or 
limitation of the claim, specifically measurement of macroaggregation after mixing the 
reaction mixture in a first phase for a time sufficient to induce formation of 
macroaggregates and mixing the reaction less vigorously or not at all in a second 
reaction phase, the Examiner has failed to provide a prima facie case of anticipation, 
and Applicant requests that the Examiner withdraw this rejection. 

Rejection of claims 22-23 and 32-33 under 35 U.S.C. § 103(a): Longmire and Kitek 

The Examiner also rejects claims 22-23 and 32-33 as obvious in light of 
Longmire in combination with Kitek et al ("Kitek"; Optical Density Variations and 
Microscopic Observations in the Evaluation of Platelet Shape Change and 
Microaggregate Formation, Thromb. Haemost., 44(3):754-758 (1980)). Applicant has 
canceled claims 22-23 and 32-33. Since new claims 48-49 and 54-55 contain language 
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similar to that in previous claims 22-23 and 32-33, Applicant traverses this rejection and 
provides the following remarks. 

A prima facie case of obviousness must meet several essential criteria, including 
that the prior art references must teach or suggest all of the claim limitations, M.P.E.P. 
§ 2142, and that there is some reason, suggestion, or motivation in the prior art to lead 
one of ordinary skill in the art to combine the teachings of the references in the manner 
proposed by the Office. Pro-Mold and Tool Co. v. Great Lakes Plastics, Inc., 75 F.3d 
1568, 1573 (Fed. Cir. 1996); M.P.E.P. § 2143. The combination of references must 
also provide a reasonable expectation of success. In re Dow Chemical Co., 837 F.2d 
469, 473 (Fed. Cir. 1988). The suggestion or motivation must be found in the prior art, 
not in the Applicant's disclosure. Id. Furthermore, the suggestion to combine the prior 
art teachings must be clear and particular. In re Dembiczak, 1 75 F.3d 994, 999 (Fed. 
Cir. 1999). Thus, while a person of ordinary skill in the art may possess the requisite 
knowledge and ability to modify the prior art, that modification is not obvious unless the 
prior art suggested the desirability of such a modification. See In re Gordon, 733 F.2d 
900,902 (Fed. Cir. 1984). 

Claims 48-49 and 54-55 depend from claims 18 and 28 and therefore, 
incorporate all of the limitations of those claims. As described in the previous section, 
Longmire does not teach or suggest a method for measuring macroaggregation after 
mixing the reaction mixture in a first phase for a time sufficient to induce formation of 
macroaggregates and mixing the reaction less vigorously or not at all in a second 
reaction phase and Kitek does not correct this deficiency. Since neither Longmire nor 
Kitek, separately or together, teach or suggest or discuss measuring macroaggregation 
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of blood platelets after mixing the reaction mixture in a first phase for a time sufficient to 
induce formation of macroaggregates and mixing the reaction less vigorously or not at 
all in a second reaction phase mixing a reaction mixture in a first reaction phase 
sufficient to induce formation of macroaggregates, the Examiner has failed to provide a 
prima facie case of obviousness, and Applicant requests withdrawal of this rejection. 

Rejection of claims 38-39 and 44 under 35 U.S.C. § 103(a): Longmire 

The Examiner also rejects claims 38-39 and 44 as obvious in light of Longmire. 
Applicant traverses this rejection and provides the following remarks. 

The Examiner admits that the cited reference Longmire fails to teach sequential 
stirring and not stirring the platelet samples (claim 39) as well as slowing the stirring 
down in the second phase rather than completely stopping the stirring (claim 44). The 
Examiner then states that it would have been obvious for one of skill in the art to make 
those adjustments to further evaluate Brownian diffusion-controlled platelet collisions. 
Office action at 5-6. This statement of the Examiner is conclusory and not based on the 
only reference cited. The Examiner is reminded that while a person of ordinary skill in 
the art may possess the requisite knowledge and ability to modify the prior art, that 
modification is not obvious unless the prior art suggested the desirability of such a 
modification. See In re Gordon, 733 F.2d at 902. Longmire does not do so. Moreover, 
claims 38-39 and 44 are dependent upon claims that require measuring 
macroaggregation after mixing the reaction mixture in a first phase for a time sufficient 
to induce formation of macroaggregates and mixing the reaction less vigorously or not 
at all in a second reaction phase. As discussed above, Longmire also does not teach or 
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suggest such a method. Therefore, the Examiner has failed to make a prima facie 
case of obviousness, and the withdrawal of this rejection is requested. 
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Rejection of claims 42-43 under 35 U.S.C. § 103(a): Longmire and Minamoto 

the Examiner also rejects claims 42-43 as obvious in light of Longmire in 
combination with Minamoto et al ("Minamoto"; Detection of Platelet 
Adhesion/Aggregation to Immobilized Ligands on Microbeads by an Aggregometer, 
Thromb. Haemost., 76(6):1 072-1 079 (1996)). Applicant has canceled claims 43. 
Applicant traverses this rejection and provides the following remarks with respect to 
claim 42. 

Longmire, as discussed above, does not disclose measuring macroaggregation 
of blood platelets after mixing the reaction mixture in a first phase for a time sufficient to 
induce formation of macroaggregates and mixing the reaction less vigorously or not at 
all in a second reaction phase and Minamoto does not cure the deficiencies of 
Longmire. Moreover, Minamoto describes an assay measuring the interaction between 
platelets and beads under constant stirring conditions. See Minamoto, p. 1073. 
Therefore, Minamoto would not make obvious the claimed method wherein the reaction 
mixture in the second phase is not stirred or stirred less vigorously. Longmire and 
Minamoto together do not teach or suggest the claimed invention. Accordingly, the 
Examiner has not made a prima facie case of obviousness, and Applicant requests 
withdrawal of this rejection. 
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In view of the foregoing amendments and remarks, Applicant respectfully 
requests reconsideration and reexamination of this application and the timely allowance 
of the pending claims. 

Please grant any extensions of time required to enter this response and charge 
any additional required fees to our deposit account 06-0916. 
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Respectfully submitted, 



FINNEGAN, HENDERSON, FARABOW, 
GARRETT & DUNNER, L.L.P. 



Dated: January 21, 2004 




Carol P"Einaudi 
Reg. No. 32,220 
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